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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entttled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

2. Claims 1-4,7,8. 11-13,15 and 17-19 are rejected under 35 U.S.C. 102(b) as being 
anticipated by MASSIE (US 3,935.876). 

Regarding claims 1 .7.8,1 1 .15, and 17 Massie teaches a device and method of 
using an air-bubble monitoring system comprising a drug infusion subassembly 
(10) with an intravenous tube (15). a bubble size determinator (18). and an 
analyzer (17) which sums the volumes of the bubbles passing through the tube 
and produces an alarm when the total volume of bubbles exceeds a specified 
threshold. Col 2 lines 3-14. 

Regarding claims 2,12 and 18. the analyzer calculates a second sum over a 
second time interval. Col 2 lines 3-14 

Regarding claims 3.13 and 19. the alarm Is an audible alarm shut-down signal 
Regarding claim 4. the first time interval is fixed (1 minute) 
Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvtous at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 9,10,14,16, and 20 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Massle as applied to claims 1,11, and 17 above, and further in view 

of KERNS (US 4,736,706). 

Massie teaches the limitations of the air-bgbble monitoring system of claims 1,11 

and 17 as above, but does not teach that the monitor is used for a conscious 

sedation drug with a selectable does rate. 

Kerns teaches the use of an air-bubble monitor (1 06) for use with a sedation 
drug, where the amount of drug to be infused and the time of infusion is 
preprogrammed into the infusion device based on the desired conscious effect 
on the patient (computer 14). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to combine the air-bubble monitor and summation system of 
Massie with the sedation infusion device of Kerns in order to improve patient care 
and safety. 

Allowable Subject Matter 

1 . Claims 5 and 6 are objected to as being dependent upon a rejected base claim, 
but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening clainns. 

See applicant arguments filed 15 March 2007. 
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Response to Arguments 

2. Applicant's arguments filed 15 March 2007 regarding claims 1,3,4,7-11,13-17, 19 
and 20 have been fully considered but they are not persuasive. Applicant has argued 
that Massie does not teach an analyzer which computes a second running sum over a 
second time interval which is larger than the first time interval. This is taught in col 2. 
Massie says that a large bubble or column of air (a first sum over a short time period) 
will set off the alarm, while a series of microbubbles summed over a longer time period 
will also trigger an alarm. Further, the sum of the microbubbles is not dependent on 
time, therefore the second time interval is not calculated as a multiple of the first time 
interval. The second volume limit may be a multiple of the first volume limit (Col 2). 

Conclusion 

3. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not. 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory acfion is nnailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the nfiailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elizabeth R. MacNeill whose telephone number is (571 )- 
272-9970. The examiner can normally be reached on 7:00-3:30pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571 )272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 





KEVIN C. SIRMONS 
SUPERVISORY RflJENT EXAMINER 



